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PRE- APPEAL BRIEF REQUEST FOR REVIEW 

Claims 25-33 are pending and have been twice rejected. Review of the rejections 
in this application is respectfully requested since the Examiner has ignored the legal re- 
quirements of a prima facie case of obviousness. 

Claims 25-33 have been twice rejected for obviousness over WO 01/01890 Al to 
Yang et al. 

Yang discloses medical devices having polymeric coatings containing therapeutic 
agents. The therapeutic agents are applied to a stent as a polymeric "surface treatment" 
that is accomplished through "either a dipping or spraying process." (p. 7, lines 18-20, 
Yang) In both methods, "a solvent carrier" is used to incorporate "the therapeutic agent 
within the polymer matrix." (p. 7, lines 19-20, Yang) The "applied mixture preferably 
comprises a solvent, a polymer, and a therapeutic agent, with subsequent evaporation of 
the solvent to leave a polymeric coating." (p. 7, lines 20-23, Yang) 

Claim 25 reads ". . . adding polymeric particles containing a therapeutic substance 
to a fluid form of an implantable medical device coating material... and solidifying the 
coating material to a film layer wherein the film layer includes the polymeric particles 
containing the therapeutic substance." 
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One criterion of a prima facie case of obviousness is that the combined references 
teach or a modified prior art reference teaches or suggests all claim limitations . MPEP * 
2143. Yang fails to teach or suggest all the limitations of claim 25. 

First, Yang does not teach or suggest, expressly or inherently, adding polymeric 
particles containing a therapeutic substance to a fluid form of a coating material. 

Second, there is no teaching or suggestion in Yang that the polymeric coating that 
is formed includes polymeric particles containing a therapeutic substance. Additionally, 
even though Yang teaches that the coating can include a blend of first and second poly- 
mers, there is no teaching or suggestion that the blend includes particles of one polymer 
dispersed within the other. 

Another one of the requirements of a prima facie case of obviousness is that there 
must be some suggestion or motivation , either in the references themselves or in the 
knowledge generally available to one of ordinary skill in the art, to modify the reference 
or to combine reference teachings. MPEP 2143 Indeed, "To support the conclusion that 
the claimed invention is directed to obvious subject matter. . .the examiner must present a 
convincing line of reasoning as to why the artisan would have found the claimed inven- 
tion to have been obvious in light of the teachings of the references." Ex parte Clapp, 
227, U.S.P.Q 972, 973 

The Examiner has provided neither suggestion nor motivation for modifying the 
teachings of Yang nor a convincing line of reasoning as to why the claimed invention 
would have been obvious to one skilled in the art. The Examiner simply states that "given 
the explicit teachings of Yang et al., the instant invention, when taken as a whole, would 
have been prima facie obvious to one of ordinary skill in the art at the time the invention 
was made." 

The Examiner does remark that the prior art teaches a "similar" method of coating 
stents. Even if Yang's method is "similar" to Applicants' method, which it is not, "simi- 
lar" is not a criteria for a prima facie case of obviousness. The criteria is that the modi- 
fied prior art reference must teach or suggest all the claim limitations, which Yang does 
not. 

The Examiner considered these arguments in the Final Office Action dated March 
26, 2007 finding them unpersuasive and suggesting that since Applicants had not defined 
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the size of the particles, that the dispersion of agent within a polymer, as suggested by 
Yang, made the present invention obvious. 

This is not the case. Applicants are employing particles containing therapeutic 
agent , and the lack of a size description does not negate this. Yang, in contrast, discloses 
a solution of polymer and solvent with therapeutic agent dispersed throughout. 

Since the Examiner has failed to establish a prima facie case of obviousness, 
claim 25, and claims 26-33 dependent thereon, are allowable. 

Claims 25-32 have been twice rejected for obviousness over U.S. Patent No. 
5,464,650 to Berg et al. 

The Examiner states that Berg teaches ". . .a drug-containing expandable stent and 
method for making an intravascular stent by applying to the body of a stent a solution 
which includes a solvent, a polymer dissolved in the solvent and a therapeutic substance 
dispersed in the solvent and then evaporating the solvent." Processes for preparing the 
coated stent are disclosed in column 3, line 52 - col. 4, line 34, wherein it is taught that a 
solution, which includes a solvent, polymer dissolved in the solvent and a therapeutic 
substance dispersed in the solvent is first prepared." 

Berg fails to teach or suggest the limitations of claim 25, as set forth above with 
respect to Yang. 

First, Berg does not teach, expressly or inherently, adding polymeric particles 
containing a therapeutic substance to a coating material. 

Second, there is no teaching or suggestion in Berg that the polymeric coating that 
is formed includes polymeric particles containing a therapeutic substance. 

Berg does teach coating a stent with a solution containing solvent with a therapeu- 
tic substance "dispersed in fine particles." (col. 3, line 64) In addition, Example 2 of 
Berg teaches dipping a stent in a "solution with suspended particles of dexamethasone." 
(col. 5, lines 60-61) However, there is no indication by Berg or the Examiner that a coat- 
ing with polymeric particles containing therapeutic agent is formed. Thus, there is no ex- 
press or inherent teaching or suggestion that the dispersed therapeutic agent is within 
polymer particles. 
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As with Yang, the Examiner stated a conclusion of a prima facie case of obvious 
without providing any support or argument for it. Furthermore, the Examiner provided 
no motivation or suggestion to modify Berg so that it teaches the above-mentioned claim 
limitations. 

The Examiner considered these arguments in the Final Office Action dated March 
26, 2007 finding them unpersuasive and suggesting that Berg is "suggestive" of a poly- 
meric matrix formed in a solution that traps the drug. (Col. 5, lines 12-18) A matrix 
formed in solution, however, is nonsensical. The Examiner has misunderstood Berg. 
Berg discloses different ratios of agent and polymer in solution that affect the ability to 
retain the agent on the stent, not different ratios that would somehow cause a matrix, or 
particles, to form in solution. Regardless, Berg doesn't teach or suggest particles contain- 
ing a therapeutic agent either in solution or after deposition onto the stent. 

Since the Examiner has failed to establish a prima facie case of obviousness, 
claim 25, and claims 26-32 dependent thereon, are allowable. 

Applicants respectfully request that claims 25-33 be considered allowable and that 
the application pass to issue. 

The undersigned authorizes the Examiner to charge any fees that may be required 
or credit of any overpayment to be made to Deposit Account No. 07-1850. 
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Date: May 24, 2006 
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San Francisco, C A 94111 
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